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;. DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
%‘{ZC" : alo10d
RSP Food and Drug Administration
- -
VIA I LUVLNAL N NeWY Maltland, Fl 32751
Ref. Customs Entry No.: 102-0150690-3
Product: Star Ruby & White Grapefruit
Hamlin Orannec
g Vlull&\l\)

Brian Weaver, General Manager
Bahama Star Limited, Inc.

18 Fishermans Wharf

Ft. Pierce, Florida 34950-9136

Dear Mr. Weaver:

The Food and Drug Administration (FDA) attempted to examine a shipment of
Star Ruby and White Grapefruit as well as Hamlin Oranges offered for entry into
the United States by your firm on January 22, 2001, under the above referenced
entry number, and found that the entire shipment was not available for FDA
examination. Title 21, Code of Federal Regulations (21CFR), Section 1.90
requires the importer to hold an entry intact pending receipt of a “May Proceed
Notice” or “Release Notice” from FDA. Since the products were not held intact,
we have requested the U. S. Customs Service (Customs) to order redelivery of
these products which have been distributed without a release from FDA (copy
enclosed).

Failure to promptly correct this violation and prevent future violations may result
in regulatory action without further notice such as seizure, injunction, or
automatic detention of further shipments. It is your responsibility, as the
importer, to ensure that imported products meet all the requirements of the
Federal Food, Drug, and Cosmetic Act and the regulations promuigated
thereunder. ‘

We request a response in writing within fifteen (15) working days of receipt of this
letter outlining the specific steps you have taken to correct the violation. Your
response should include an explanation of each step being taken to prevent the
recurrence of the violation. In the event that the product is still available for
examination, you should inform Customs and FDA if and when redelivery is
accomplished.
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